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DETAILED ACTION 
Claim Rejections • 35 USC § 112 - Written Description 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 22-26 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed Invention. 

In analysis of the claims for compliance with the written description requirement 
of 35 U.S.C. 1 12, first paragraph, the written description guidelines note regarding 
genus/species situations that "Satisfactory disclosure of a "representative number" 
depends on whether one of skill in the art would recognize that the applicant was in 
possession of the necessary common attributes or features of the elements possessed 
by the members of the genus in view of the species disclosed." (See: Federal Register: 
December 21 , 1999 (Volume 64, Number 244), revised guidelines for written 
description.) 

All of the current claims encompass a genus of nucleic acids which are different 
from those disclosed in the specification, since the claims are not limited to any 
particular SEQ ID NO, but are open to a nucleic acid that ranges from 95% to 99% 
identical to SEQ ID NO: 7, without any guidance on conserved portions of the protein 
structure. 
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Most significantly, the genus Includes variants for which no written description is 
provided in the specification. This large genus Is represented in the specification by 
only the particulariy named SEQ ID No 7. Thus, applicant has express possession of 
only one particular nucleic acid sequence in a genus which comprises hundreds of 
millions of different possibilities. Here, no common element or attributes of the 
sequences are disclosed, not even the presence of certain domains. 

It is the absence of any real structure function relationship and the absence of a 
representative number of species which supports the conclusion that there is insufficient 
descriptive support for the current claims. This argument rests on several grounds. 
First, the single sequence that is actually described is not representative of the genus of 
any sequence which shares the percent identity under the stated conditions. Second, 
the claims entirely lack a structure function relationship since the function given has no 
ability to limit the genus of polypeptides. 

Absence of a representative number of species 

In the current case, the first question is what constitutes a generic claim. The 
genus of polypeptides represents every possible variation which could occur in SEQ ID 
Nos: 7, that has 95% identity with a protein which encodes SEQ ID NO: 7. Seq ID NO: 
7 is a protein with 830 amino acids. For the 830 amino acids, 5% variation pemnits a 
change of at least 41 amino acids. In order to provide a representative number of 
species, in a genus which contains literally 20^*^ (or written out fully, approximately 
21,990,232,555,520,000,000,000,000,000,000,000.000,000.000,000,000,000) different 
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members, the court in Lilly required "A description of a genus of cDNAs may be 
achieved by means of a recitation of a representative number of cDNAs, defined by 
nucleotide sequence, falling within the scope of the genus or of a recitation of structural 
features common to the members of the genus, which features constitute a substantial 
portion of the genus. (Lilly at page 1406)." (As a side comment, the genus size here is 
larger than that at issue in Deuel). Lilly continues to note that in other cases, two 
chemical compounds in a subgenus were insufficient to describe that genus. 

In fact, this genus estimate is actually only a fraction of the total true genus size. 
Since this estimate does not take into account positional variation (ie, the difference 
between a sequence that is ACC and CAC) and since this estimate does not 
incorporate the redundancy of the genetic code (that a single amino acid can be 
encoded by multiple different nucleic acid sequences), the actual genus size is orders of 
magnitude greater than 20^\ 

In the curent case, a single species of a single SEQ ID NO is not sufficient to 
describe at least 20*^ other sequences for which no description whatsoever is given. 
These sequences may be of any size or structure, so long as they are 95% identical. 
There is no expectation in the instant case of insubstantial variation because the 
functional limitation devolves solely to the ability of the protein to "associated with 
formation of the growth of lung or colon tumor". However, this induction is entirely 
unrelated to the structure of the protein. The function provides absolutely no guidance 
or information regarding the structure and does not delimit the structure in even the 
smallest or most miniscule possible way. 
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The size of tlie genus is a central Issue. If tlie genus were small, a written 
description rejection would be less likely, since the examples would be more 
representative of the genus. Here, where the genus includes 

21,990,232,555,520,000,000,000,000,000,000,000,000.000,000,000,000,000 different 
members, none of which are disclosed or taught by Applicant, the argument that the 
demonstrated species is representative is not found persuasive. 

Absence ofanv structure-function relationship 

The written description guidelines analysis is based upon the assumption that 
there will be insubstantial variation, as noted in many of the examples including 
example 9. 

There is no showing or evidence which links structural limitations or requirements 
to any particular functional limitations. Further, these claims expressly encompass 
alternately spliced versions of the nucleic acids, allelic variants including insertions and 
mutations, nucleic acids which encode inactive precursor proteins which have a 
removable amino terminal end, and only specific nucleic and amino acid sequences 
have been provided. No written description of alleles, of upstream or downstream 
regions containing additional sequence, or of alternative splice variants has been 
provided in the specification. 

It is noted in the recently decided case The Regents of the Universitv of 
California v. Eli Lillv and Co. 43 USPQ2d 1398 (Fed. Cir. 1997) decision by the CAFC 
that 
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"A definition by function, as we have previously indicated, does not suffice 
to define the genus because it is only an indication of what the gene does, 
rather than what it is. See Fiers, 984 F.2d at 1 169- 71 , 25 USPQ2d at 
1605- 06 (discussing Amgen). It is only a definition of a useful result rather 
than a definition of what achieves that result. Many such genes may 
achieve that result. The description requirement of the patent statute 
requires a description of an invention, not an indication of a result that one 
might achieve if one made that invention. See In re Wilder, 736 F.2d 1516, 
1521, 222 USPQ 369, 372- 73 (Fed. Cir. 1984) (affirming rejection 
because the specification does "little more than outlin[e] goals appellants 
hope the claimed invention achieves and the problems the invention will 
hopefully ameliorate."). Accordingly, naming a type of material generally 
known to exist, in the absence of knowledge as to what that material 
consists of, is not a description of that material. " 

In the current situation, the definition of the nucleic acids as having 95%-99% sequence 
identity to SEQ ID NO: 7 lacks any specific structure, since it lacks the correlation 
between structure and function that is at the heart of the caselaw and of the written 
description guidelines. 

It is noted that In Fiers v. Suaano (25 USPQ2d, 1601). the Fed. Cir. concluded 

that 

"...if inventor is unable to envision detailed chemical stmcture of DNA 
sequence coding for specific protein, as well as method of obtaining It, 
then conception is not achieved until reduction to practice has occurred, 
that is, until after gene has been isolated...conception of any chemical 
substance, requires definition of that substance other than by its functional 
utility." 

The current situation is a definition of the compound without identifying the structure 
function relationship of the compound, so that the compound is claimed solely its 
nucleic acid sequence related 95%-99% to SEQ ID NO: 7 without any meaningful 
correlative function to delimit the structure. The correlative function recited, "associated 
with fomiatlon of the growth of lung or colon tumor", does not provide a limitation in 



Application/Control Number: 10/692,072 Page 7 

Art Unit: 1637 

accordance with the written description guidelines. The guidelines contemplate that a 
protein that is a conserved member of a known family of proteins, where specific 
domains of the proteins are known in the prior art to be conserved regarding function, 
may utilize percent homology language. However, the function Is one which sen/es to 
delimit the genus being claimed based upon known structures of the protein. That is not 
the case in the current situation because the function of "associated with formation of 
the growth of lung or colon tumor" provides no reliable guide to identify members of the 
genus based upon any structural considerations. 

There is no expectation in the instant case of insubstantial variation because the 
functional limitation devolves solely to the ability of the protein to "associated with 
fonnatlon of the growth of lung or colon tumor". This is not like example 9, where the 
functional limitation involved a protein which retained adenylate cyclase activity. In the 
example 9 case, the argument of insubstantial variation was that there was an 
expectation that stringently hybridizing proteins which retained the specific function of 
stimulating adenylate cyclase would differ insubstantially. The cun'ent claims fails to 
equate with the written description guidelines because in the guidelines, there is 
function correlated to the structure. The function in Applicant's claims, however, lack 
any association with the structure of the protein whatsoever. So consonant with the 
case law in Lilly, Enzo and the other written description decision of the Federal Circuit, it 
is clear that the current claims fail to meet the written description requirement because 
there is no structure function relationship which limits the genus size. The guidelines 
require more. They require a structure function relationship. 
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Conclusion 

The decisional law in tills area lias been very consistent. Tiie Federal Circuit in 
Lilly, Fiers, Rochester and many other cases has detemiined that the written description 
issue applies to situations where the definition of the subject matter of the claims fails to 
provide description commensurate with the genus. The most recent caselaw directly 
supports this rejection. As the District Court in University of Rochester v. G.D. Searle & 
Co.. Inc. (2003 WL 759719 W.D.N.Y.,2003. March 5, 2003.) noted "In effect, then, the 
'850 patent claims a method that cannot be practiced until one discovers a compound 
that was not in the possession of, or known to, the inventors themselves. Putting the 
claimed method into practice awaited someone actually discovering a necessary 
component of the invention." This is similar to the current case since the breadth of the 
current invention claims comprise compounds which were not in the possession of, or 
known to the inventors. In a genus that is literally unimaginably immense, the 
specification shows one embodiment. 

The claims include a single species which is not representative of the full scope 
of the genus. The guidelines support the rejection, particularly the requirement of 
Example 9 for a structure function relationship. 

As noted in Vas-Cath Inc. v. Mahurkar (19 USPQ2d 1111, CAFC 1991), the 
Federal Circuit concluded that: 

"...applicant must also convey, with reasonable clarity to those skilled In 
art, that applicant, as of filing date sought, was in possession of invention, 
with invention being, for purposes of "written description" inquiry, whatever 
is presently claimed." 
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In the application at the time of filing, there is no record or description which 
would demonstrate conception of any nucleic acids other than those expressly 
disclosed which encode SEQ ID NO 7. Therefore, the claims fail to meet the written 
description requirement by encompassing sequences which are not described in the 
specification. 

Conclusion 

Any inquiry concerning this communication or eariier communications from the 
examiner should be directed to Jeffrey Fredman whose telephone number is (571)272- 
0742. The examiner can normally be reached on 6:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571)272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Infonnation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Jeffrey Fredman 
Primary Examiner 
Art Unit 1637 




